STUDY OBJECTIVE:
To evaluate the effectiveness and safety of large-gel particle hyaluronic acid with lidocaine (HAL) compared to no treatment for the correction of volume deficits in the dorsal hand.
DESIGN:
Prospective, multi-center, randomized, evaluator-blinded, split-hand study METHODS: Subjects (N = 115), aged ≥22 years with a volume deficit in the hand, received treatment on Day 0 with large-gel particle hyaluronic acid with 0.3% lidocaine (HAL) in one hand in a randomized fashion. The fellow untreated hand served as the primary comparator. HAL was applied subcutaneously using either 29G x ½-inch thin-walled needles or 25G x 1½-inch blunt tip cannulas. Treatments were administered to all subjects at Day 0 and at Month 6, including optional touch-ups 4 weeks after the first injection. The primary effectiveness endpoint was based on ≥1 point of improvement with treatment versus no treatment in the Merz Hand Grading Scale (MHGS) at Week 12. Other assessments included Central Independent Photographic Reviewers (CIPR) evaluations of hand photographs, Global Aesthetic Improvement Scale (GAIS), Subject Satisfaction questionnaires, and safety (including passive and active range of motion).
RESULTS:
For the first treatment, the mean injection volume was 2.2 mL and in most cases (87.7%) a topical anesthetic was not used. Subjects demonstrated a significantly higher responder rate for HAL (85.3%) compared with no treatment (22.0%) at 12 weeks (P<.0001). Significantly more responders were observed in the treated hand at 16, 20, and 24 weeks. CIPR assessments showed consistently greater improvements in the treated hands compared with the untreated hand from Week 12 to Week 24 (range 74.8% to 89.5%). Most subjects and treating investigators (93.3% to 100%) reported improvements across all timepoints in the GAIS. There was no impairment in hand function after treatment. Fourteen (12.3%) subjects experienced 31 adverse events related to the product and/ or injection procedure. Most were mild in severity and none were serious.
CONCLUSION: Large-gel particle hyaluronic acid with lidocaine, injected with either sharp needle or blunt-tip cannula, is safe, well-tolerated, and superior to no treatment for the correction of volume deficits in the dorsal hand. Normal aging leads to change in skin collagen structure and reduced elasticity that can result in wrinkles, texture and pigmentation changes. With a variety of aesthetic treatment options available, combination treatment approaches has led to greater patient satisfaction and better quality of care. The purpose of this study is to evaluate the clinical outcomes of HI-FRM and FL combination treatment for improving wrinkles, texture and pigmentation of the face and/or neck.
Evaluation of High Intensity Focused Fractional Radiofrequency Microneedling (HI-FRM) and Fractional Laser (FL) for
METHODS: 22 subjects were enrolled (2 screen failures); 20 subjects received combination treatments. The treated cohort was comprised of non-Hispanic, Caucasian females with mean age of 56 years (range 38-72) and mean BMI of 24 (range 19-28). The majority of subjects presented
